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(c) Records. Manufacturers and proc-
essors of cosmetics that are manufac-
tured from, processed with, or other-
wise contain, cattle material must 
make existing records relevant to com-
pliance with this section available to 
FDA for inspection and copying. 

(d) Adulteration. Failure of a manu-
facturer or processor to operate in 
compliance with the requirements of 
paragraph (b) or (c) of this section ren-
ders a cosmetic adulterated under sec-
tion 601(c) of the act. 

[69 FR 42274, July 14, 2004] 

§ 700.35 Cosmetics containing sun-
screen ingredients. 

(a) A product that includes the term 
‘‘sunscreen’’ in its labeling or in any 
other way represents or suggests that 
it is intended to prevent, cure, treat, or 
mitigate disease or to affect a struc-
ture or function of the body comes 
within the definition of a drug in sec-
tion 201(g)(1) of the act. Sunscreen ac-
tive ingredients affect the structure or 
function of the body by absorbing, re-
flecting, or scattering the harmful, 
burning rays of the sun, thereby alter-
ing the normal physiological response 
to solar radiation. These ingredients 
also help to prevent diseases such as 
sunburn and may reduce the chance of 
premature skin aging, skin cancer, and 
other harmful effects due to the sun 
when used in conjunction with limiting 
sun exposure and wearing protective 
clothing. When consumers see the term 
‘‘sunscreen’’ or similar sun protection 
terminology in the labeling of a prod-
uct, they expect the product to protect 
them in some way from the harmful ef-
fects of the sun, irrespective of other 
labeling statements. Consequently, the 
use of the term ‘‘sunscreen’’ or similar 
sun protection terminology in a prod-
uct’s labeling generally causes the 
product to be subject to regulation as a 
drug. However, sunscreen ingredients 
may also be used in some products for 
nontherapeutic, nonphysiologic uses 
(e.g., as a color additive or to protect 
the color of the product). To avoid con-
sumer misunderstanding, if a cosmetic 
product contains a sunscreen ingre-
dient and uses the term ‘‘sunscreen’’ or 
similar sun protection terminology 
anywhere in its labeling, the term 
must be qualified by describing the 

cosmetic benefit provided by the sun-
screen ingredient. 

(b) The qualifying information re-
quired under paragraph (a) of this sec-
tion shall appear prominently and con-
spicuously at least once in the labeling 
in conjunction with the term ‘‘sun-
screen’’ or other similar sun protection 
terminology used in the labeling. For 
example: ‘‘Contains a sunscreen—to 
protect product color.’’ 

[64 FR 27693, May 21, 1999] 
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Subpart A—General Provisions 

§ 701.1 Misbranding. 
(a) Among representations in label-

ing of a cosmetic which render such 
cosmetic misbranded is a false or mis-
leading representation with respect to 
another cosmetic or a food, drug, or de-
vice. 

(b) The labeling of a cosmetic which 
contains two or more ingredients may 
be misleading by reason (among other 
reasons) of the designation of such cos-
metic in such labeling by a name which 
includes or suggests the name of one or 
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more but not all such ingredients, even 
though the names of all such ingredi-
ents are stated elsewhere in the label-
ing. 

§ 701.2 Form of stating labeling re-
quirements. 

(a) A word, statement, or other infor-
mation required by or under authority 
of the Act to appear on the label may 
lack that prominence and conspicuous-
ness required by section 602(c) of the 
Act by reason (among other reasons) 
of: 

(1) The failure of such word, state-
ment, or information to appear on the 
part or panel of the label which is pre-
sented or displayed under customary 
conditions of purchase; 

(2) The failure of such word, state-
ment, or information to appear on two 
or more parts or panels of the label, 
each of which has sufficient space 
therefor, and each of which is so de-
signed as to render it likely to be, 
under customary conditions of pur-
chase, the part or panel displayed; 

(3) The failure of the label to extend 
over the area of the container or pack-
age available for such extension, so as 
to provide sufficient label space for the 
prominent placing of such word, state-
ment, or information; 

(4) Insufficiency of label space (for 
the prominent placing of such word, 
statement, or information) resulting 
from the use of label space for any 
word, statement, design, or device 
which is not required by or under au-
thority of the Act to appear on the 
label; 

(5) Insufficiency of label space (for 
the prominent placing of such word, 
statement, or information) resulting 
from the use of label space to give ma-
terially greater conspicuousness to any 
other word, statement, or information, 
or to any design or device; 

(6) Smallness or style of type in 
which such word, statement, or infor-
mation appears, insufficient back-
ground contrast, obscuring designs or 
vignettes, or crowding with other writ-
ten, printed, or graphic matter. 

(b)(1) All words, statements, and 
other information required by or under 
authority of the Act to appear on the 
label or labeling shall appear thereon 
in the English language: Provided, how-

ever, That in the case of articles dis-
tributed solely in the Commonwealth 
of Puerto Rico or in a Territory where 
the predominant language is one other 
than English, the predominant lan-
guage may be substituted for English. 

(2) If the label contains any represen-
tation in a foreign language, all words, 
statements, and other information re-
quired by or under authority of the Act 
to appear on the label shall appear 
thereon in the foreign language. 

(3) If the labeling contains any rep-
resentation in a foreign language, all 
words, statements, and other informa-
tion required by or under authority of 
the Act to appear on the label or label-
ing shall appear on the labeling in the 
foreign language. 

§ 701.3 Designation of ingredients. 
(a) The label on each package of a 

cosmetic shall bear a declaration of the 
name of each ingredient in descending 
order of predominance, except that fra-
grance or flavor may be listed as fra-
grance or flavor. An ingredient which 
is both fragrance and flavor shall be 
designated by each of the functions it 
performs unless such ingredient is 
identified by name. No ingredient may 
be designated as fragrance or flavor un-
less it is within the meaning of such 
term as commonly understood by con-
sumers. Where one or more ingredients 
is accepted by the Food and Drug Ad-
ministration as exempt from public 
disclosure pursuant to the procedure 
established in § 720.8(a) of this chapter, 
in lieu of label declaration of identity 
the phrase ‘‘and other ingredients’’ 
may be used at the end of the ingre-
dient declaration. 

(b) The declaration of ingredients 
shall appear with such prominence and 
conspicuousness as to render it likely 
to be read and understood by ordinary 
individuals under normal conditions of 
purchase. The declaration shall appear 
on any appropriate information panel 
in letters not less than 1⁄16 of an inch in 
height and without obscuring design, 
vignettes, or crowding. In the absence 
of sufficient space for such declaration 
on the package, or where the manufac-
turer or distributor wishes to use a 
decorative container, the declaration 
may appear on a firmly affixed tag, 
tape, or card. In those cases where 
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